i . i .c apyca j uiiainia i eiaie to a memoa Tor tne i apeutic use of 

novel f rmulations of the combination carbidopa-l vodopa in the treatment of 
Parkinson's disease. 

Issues. 

^ - _ All f the appealed claims (1-2, 5, 8, and 11-16) are rej cted under 
35 USC 103 as being unpatentable over the combined teachings of Dempski et 
al (US Pat No 4, 900, 755, collectively "Dempski) and Conte et al (US Pat No 5, 
736, 874, collectively "Conte"). 

Grouping of Claims 
The ground of rejection, 35 USC 103, applies to all of the appealed 
claims (1-2, 5, 8, and 11-16). 

Argument 

The appealed Claims 1-2, 5, 8, and 11-16 have been rejected under 
35 USC 103 as unpatentable over the cited references. 

All of the claims are directed to the treatment of Parkinson's disease by 
administering novel formulations of the combination carbidopa-levodopa. 
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The xaminer correctly states (paper 11) that "the combination of 
levodopa and carbidopa in a sustained release formulation is well known in the 
: art Dempski discovered a controlled release form of carbidopa-levodopa which 

prolonged pharmacologic activity and produced less variation in plasma 
levodopa levels than conventional carbidopa-levodopa (US Pat No 4 900 755 
i , c °' 2 ' ,,n t S 18_42) - The P resent invention summarizes these beneficial effects in 

j the specification at pp 1 and 2 but also identifies a flaw in the Dempski 

; formulation, le, the serious delay in onset of action of controlled release 

i carbidopa-levodopa. Correction of this flaw via formulations which combine rapid 

onset with controlled release carbidopa-levodopa is clearly set forth in the 
. passage on p. 2, fines 1 3-29 of the present specification and in the examples on 

I pp. 3-o. 

| It is also the examiner's position, correctly, that "the prior art teaches 

| ; formulation comprising multiple release layers to provide for immediate and 

, : sustained release of actives, including levodopa and carbidopa". Corrte claims a 

tablet containing immediate and slow drug release components In his 
: specification (col 2 lines 3-6), Conte states that "the prior art does not envisage 

■ the possib.lity of obtaining products capable of releasing one or more drugs at 

! different rates or else of releasing two different drugs sequentially" And yet the 

; prior art contains numerous examples of one or more drugs released at different 

! o ^° drUQS re,eased sequentially. For example. Lin et al (J. Int Med 

j Res. 1 1 0(2). 1 26-1 28. 1 982) describe the release of d-pseudoephedrine sulfate 

from the outer coat and inner core of a repeat action tablet and Nomeir et al (J 
> ? ^"T 3 !?! 36(1 °> :923 -930. 1 996) report on the sequential release from 2- 

| layer tablets of immediate release loratadine followed by extended release 

i bseudoephedrine. Could Conte have been unaware of the prior art that 

! Invalidates the novelty of his release profile? 

! v. J he . e * aminer indicates that Conte "teaches a pharmaceutical tablet 

j capable of releasing one or more drugs at different release rates The first 

contains one or more drugs with an immediate release profile and a second 
layer containing one or more drugs with a sustained release profile" But if the 

■ prior art covers this type of multiple release profile (see above), then Conte's 
! novelty must lie elsewhere. The examiner also states that "Conte teaches 

j combination therapy with both levodopa and carbidopa in a formulation with 

multiple release profiles". Yet Conte cites no valid, rational or original reason to 
| use a multiple release format for carbidopa-levodopa. Instead, he repeats well 

| known and established text book versions which describe ( 1 ) the metabolism of 
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